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Alan Goldhammer, PhD 
Associate Vice President, 

US Regulatory Affairs 

Dockets Management Branch 
Food and Drug Administration 

5630 Fishers Lane 
Rm. 1061 
Rockville, MD 20852 

Re: Docket No. OZN-0115; Risk Management of Hu 
18230 

( H FA- 3 0 5) 

Dear Sir/Madam: 

The following comments supplement those presented by the Pharmaceutical Research 
and Manufacturers hRMA) at the public hearing on this topic that was 
held on May 22,200 
pharmaceutical companies. Our membe mpanies are devoted to 
inventing medic atients to lead longer, happ healthier, and more 
productive lives ested over $30 billion 001 for the discovery 
and development of new medicines. 

epresents the country's leading research-based 

a multi-factorial 
ntial solutions hold 

Risk Assessment 
Although the benefits 
detection of rare e 

ior to approval, the 
rofile in a broader patient 

rove the quality of individual 
reports may actual 
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required clinical trial exposure from 10,OO 
detect a very rare event occurring in fewer than 1 in 10,000 patients while potentially 

Risk Management 

tools, each tool tailored 
approach to risk manag 
undue burden 

patients. For example, restriction of a drug’s availability to a limited number of “certified” 
pharmacies might prevent a person , dependent upon public transportation, from 
obtaining the therapy at the neighbourhood pharmacy. Risk communic on may prove 
to be an important component of risk management plans; however, a discussion of risk 
outside the conte in improving safety. For 
example, a cautio 
discussion of the 
health effect (a large number of pe 
disease in order to avoi 

The Importance of Col 

olysis in a very small number of people). 

licensing boards}, academic instit 
Research and Therapeutics), pharmacists, providers, professional societies, and 
patient groups. 

In conclusion, we welcome the leadership of the FDA 
benefit-risk relation of medicines. The ateg ies 
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and risk managem 
risk reduction strategies. Our dive 
collaboration a 
improvements 
continue to be corn 

Sincerely, 


